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RECEIVED 

CENTRAL FAX CENTER 

MAY 2 6 2009 


1. Related Appeals and Interferences. 

There are no appeals or interferences 


n. STATUS OF CLAIMS 

These are the claims that are involved in the appeal 

1. (amended, appealed) An arteriovenous shunt comprising: 

a. an arterial graft comprising a body, a lead end and a terminal end, said lead end 

being configured for subcutaneous comiection to an artery by anastomosis, wiierein said 


arterial graft has a first diameter; and 

b. a single lumen venous outflow catheter comprising an intake end and depositing end, 
said depositing end being configured fox insertion through a vein into the right atrium of 
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the heart, wherein said vencms outflow catheter has a second diameter different from said 


first diameter; and 


c. a cylindrical cufif operable to direct passage of blood from said arterial graft to said 


venous outflow catheter, said cuff comprising an inlet in blood commnnicaticni witii 


an outlet: 


i. said inlet being disposed about and connected to said terminal end of said 


arterial graft; and 


ii. said outlet being disposed about and connected to said intake end of said 


venous outflow catheter; wherein said cuff provides a secure fit for 


said arterial graft jSrst diameter and said venous outflow catheter second diameter. 


2. (previously pres^ited, appealed) The arteriovenous shunt of claim 1 wherein said arterial graft 
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is made of a biocon^)atible flexible material. 

3. ( amended, appealed ) The arteriovenous shunt of claim 2, wherein said biocompatible 
flexible material is polytetrafluoroethylene(PTFE) or other biocompatible material 

4. (pealed) The arteriovenous shunt of claim I, wherein said arterial graft has a 
diameter from about 2 mm to about 8 mm and a length from aboiit 20 cm to about 60 cm. 

5 . (qjpealed) The arteriovenous shunt of claim 4, wherein said artmal graft has a diameter of from about 

6 mm to about 8 mm and a length of about 40 cm. 

6. (appealed) The arteriovenous shunt of claim 1> wherein said artery is the brachial, 

axillary, femoral or external iliac artery. 

• 

7. (Appealed) The arteriovenous shunt of claim 1, wherein said cuff is 
polytetrafluoroethylene or polyethylene terephthalate. 
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8. (Appealed) The arteriovenous shunt of claim 1, wherein said venous outflow catheter 
has a diameter from about 1 mm to about 7 mm and a length of from about 20 cm to 
about 80 cm. 

9. (Appealed) The arteriovenous shunt of claim 1 , wherein said venous outflow catheter 
has a diameter from about 5 mm to about 7 mm and a length of from about 40 cm to 
about 60 cm. 

10. (amended, appealed) The arteriovenous shunt of claim 1, wherein said venous outflow 
catheter is made of oth^ biocompatible maiterials. 

11. (appealed) The arteriovenous shunt of claim 1, wherein said vein is the cephalic, 
axillary, jugular, femoral or external iliac vein. 

12. (previously presented, appealed) The arteriovenous shunt of claim 1, wherein said venous 
outflow catheter has a diameter of abom 1 mm smaller than said arterial graft. 
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13. (amended, appealed) A system for perfonning hemodialysis on a patient 


comprising: a. an arteriovenous shimt comprising: 


i. an arterial graft comprising a body, a lead end and a terminal end, said lead 
end being configured for subcutaneous connection to an artery by 


anastomosis, wherein said arterial graft has a first diameter; and 


ii. a single lumen venous outflow catheter comprising an intake end and 


depositing end, said depositing end being configured for insertion through a 


vein into the right atrium of the heart, wherein said yenous outflow catheter 


has a second diameter differmt from said first diameter; and 


iii. a cylindrical cuff operable to direct passage of blood from said arterial graft 


to said venous outflow catheter> said cufT comprising an inlet with blood 


communication with an outlet: 
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1 . said inlet being disposed about and connected to said terminal end of 
said subcutaneous graft; and 

2. said outlet being disposed about and connected to said intake end of 

said venous outflow catheter, wherein said cuff provides a secure fit for said arterial graft fiist diameter 
and said venous outflow catheter second diameter; 

14. (previously presented, appealed) The system according to claim 13, wherein said venous outflow 
catheter has a diameter of about 1 mm smaller than said arterial graft 

15. (original, pealed) The system according to claim 13, wherein said artery is the brachial, 
axillary, femoral or external iliac artery. 

16. (original, appealed) The system according to claim 13, wherein said vein is the cephalic, 
axillary, jugular, femoral or external iliac vein. 

17. (amended, appealed) A method of performing hemodialysis on a patient comprising: 
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a. surgically inserting an arteriovenous shunt into a patient, wherein said arteriovenous 


shunt comprises: 


i. an arterial graft comprising a body, a lead end and a terminal end, said lead 


end being configured for subcutaneous connection to an artery by 


anastomosis, wherein said arterial graft has a first, diameter; and 


ii. a single lumen venous outflow catheter comprising an intake end and 


depositing end, said depositing end being configured for insertion through a 


vein into the right atrium of the hearty wherein said venous outflow catheter 


has a second diameter different from said first diameter; and 


iii. a cylindrical cuff operable to direct passage of blood from said arterial graft 


to said venous outflow catheter, said cuff comprising an inlet in blood 
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comiminication with an outlet: 

1 . said inlet being disposed about and coimected to said terminal ^d of 
said arterial graft; and 

2. said outlet being disposed about and connected to said intake end of 

said venous outflow catheter, wherein said cuff provides a secure fit for said arterial graft first 
diameter and said venous outflow catheter second diameter; 

b. connecting said arterial graft to a hemodialysis apparatus; 

c. collecting blood from the patient through said arterial graft; 

d. passing said blood through the hemodialjrsis apparatus; 

e. collecting purified blood from hemodialysis apparatus; and 

f . transmitting said purified blood through said cuff into said venous outflow catheter 
which is located in the right atrium and the blood is directly deposited into the right 
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atnum. 


18. (imvioiisly presented, appealed) The method according to claim 16 wherein said venous 


outflow catheter has a diameter of about 1 mm smaller than said arterial graft 


19. (original, appealed) The method according to claim 16, wherein said artery is the brachial, 
axillary, or femoral, external iliac artery. 

20. (original^ appealed) The method according to claim 16, wherein said the vein is the axillary, jugular, 
femoral or external iliac vein. 


STATUS OF AMENDMENTS 

Subsequent to thp final rejection and prior to appeal brief, amendnnents to 
claims 2, 3, 7, 1 0, 1 8, 1 9 and 20 were 

made. Ttiese v/ere made In compliance v/i\h the specifications so that the claims 
are in proper form. 


SUMMARY OF CLAIMED SUBJECT MATTER 

An apparatus for positioning a arteriovenous graft and catheter used for 
subcutaneous access to the vascular system of a patient. The hybrid 
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arteriovenous shunt is surgically created and comprises a flexible graft and a 
venous outflow catheter cojinected to the graft via surgical anastomosis over a 
cuff. As defined in independent claims 1 , 13, 17, the present invention consists 
of three components : L an arterial graft connected to an artery by anastomosis 
2. a single lumen venous outflow catheter which is inserted through the vein 
into the right atrium of the heart and 3. a cuff connecting the arterial graft to the 
venous outflow catheter. Claim 1 and 13 describe the components of the 
hemodialysis arteriovenous shxmt and claim 17 describes the three components 
of the arteriovenous shunt and method of operation where the blood is taken 
from tiie arterial graft and purified through the machine and is then deposited 
directly into the right atrium. Refer to page 1 of the specification patent 
application publication dated September 29, 2005 [0008-0033] and refer to 
abstract on the cover page and diagrams fig. 1, fig. 2 and fig. 3 of the patent 
application. 


GROUNDS OF REJECTION TO BE REVIEWED ON APPEAL 

1. Rejection under 37 CFR 1 .83(a). Hie drawings must show every feature of the invention 
specified in the claims. Therefore, the graded inside diameter of the cuff as set forth in claims 
1,13, and 17 must be shown or the feature(s) canceled firom the claim Applicant illustrates and 
argues that the venous outflow catheter ,12 , is 1mm smaller in diameter than the PTFE graft ,11. 
However, applicant has not specifically illustrated the graded inside diameter of the cuff to show 
that it accommodates the varying diameters of the tubes. A **graded" surface indicates a sloping 
surface, which applicant has not illustrated commensurate in scope with the claims. 


2. Claims 1-5,7-10, 12-14.17,and 1 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
US 6,102,884 to Squitieri in view of US 5,399,173 to Parks et al. 
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3. Claims 6,1 1,15,16,19, and 20 are rejected under 35 U. S.C. 103(a) as being unpatentable over US 
6,102,884 to Squitieri in view of US 5,399,173 to Parks et al, in further view of US 5,591,226 to 
Trerotola et al. 


4. Claim 1 0 is rejected under 35 USC 103(a) as being unpatentable over US 6,102,884 to Squitieri 
in view of US 5,591,226 to Trerotola et al. 


ARGUMENTS 


BACKGROUND 

A conventional arteriovenous shunt is o subcutoneous conduit connecting an 
artery to the vein so that the blood flov/s continuously through the shunt at 
arterial pressure into the thin walled veins which are used to a low pressure flow. 
The graft is used for hemodialysis purpose In end stage renal failure patients. The 
blood is token from the conduit dialyzed and injected back into the venous 
system. Arteriovenous graft patency rote decreases to 60% in the first year to 20 
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% in three years. The conduit is made of PTFE graft and 80 % of the failure rote is 
caused by stenos is at the venous end of the graft. (Morbidity and mortality of 
dialysis. NIH consensus Statement 1993; 1 1 :l-33) The high flow rate from the shunt 
into the vein at the point of anastomosis to the vein results In vein woll vibration 
and Injury to the vein wall resulting in neo-intimal hyperplasia which causes 
narrowing of the vein, thrombus formation and graft malfunction. In 1976, LD 
Baker Jr. teal were the first to use an expanded polytetrafluoroethylene graft In 
arteriovenous shunt on 72 patients and it is still In use today (see fig 4). 

High failure rate prompted inventors to design arteriovenous access to avoid 
neo intimal hyperplasia. Squltieri believed neo-intimal hyperplasia ts caused at 
the venous anastomosis and patented o device in 2003 where he positioned the 
venous outflow catheter within the vein to ovoid anastomosis. Trerotola In 1 977 
invented a stunted graft and positioned the venous end of the graft within the 
lumen of the vein so as to avoid the anastomosis. The fact remains that 
anastomosis Is not the main factor for neo-intimal hyperplasia. It is the vein woll 
Injury from high flow at arterial pressure, which causes vein wall injury and neo- 
intimal hyperplasia, thrombosis and graft failure. The applicants of the present art 
positioned the venous outflow catheter in the right atrium to avoid anastomosis 
and vein wall injury from the high volume blood flow at arteriaJ pressure and 
dialyzed blood at high pressure. 


Relectlon of drawing 

1 .Rejection under 37 CFR 1 .83(a). The drawings must show every feature of the 
invention specified In the claims. Therefore, the graded inside diameter of the cuff 
as set forth in claims 1,13, and 1 7 must be shown or the feoture(s) canceled from the 
claim. Applicant Illustrates and argues that the venous outflow catheter ,12 , is 1 mm 
smaller in diameter than the PTFE graft ,11. However, applicant has not specifically 
illustrated the graded inside diameter of the cuff to show that it accommodates the 
varying diameters of the tubes. A "graded" surface indicates a sloping surface, 
which applicant has not illustrated commensurate in scope with the claim 

Response lo Relectlon of drawing 

In regards to this rejection to»the drawings under 37 CFR 1 .83(a). The cuff of claim 1 , 
13 and 1 7 has a flat surface, which is 1 mm in thickness, wraps around the venous 
outflow catheter at the inlet end and is surgically anastomosed in an end to end 
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foshion to the arterial graft. Since the cuff does not cover the arterial graft, it does not 
have a sloped surface. 


1 ) In figure 1 , the venous outflov/ catheter is nunriber 1 1 and the arterial 
graft is number 1 2. However the examiner has reversed these In the 
rejection, mislabeling the arterial graft as number 1 1 and venous 
outflow catheter as number 12. The examiner has misunderstood that 
the cuff defines d graded inside diameter. It means that the cuff 
brings together the arterial graft and venous outflow catheter conduits 
which are var/ing diameters. The diameter of arterial graft in the 
present invention is 1mm more in diameter than the venous outflow 
catheter and the two are brought together by surgical anastomosis of 
the venous outflow catheter, cuff, and the arterial graft. This is very 
clear in the specifications. As the cuff has no graded surface it is 
submitted that this rejection of claim 1,13 and 1 7 be withdrawn. 


Rejection 

Rejection Of claims 1-5, 7-10, 12-14, 17 and 18 under 35 U.S.C. 103[a) as being 
unpatentable over US 6, 1 02,884 to Squitieri in view of US 5,399, 1 73 to Paries et oL 


Response to Rejection 

The examiner states that Squltieri's device is substantially similar to the claimed invention 
of the applicant. In claim 1 , Squiteiri discloses an arteriovenous shunt system comprising 
an arterial graft (53) with a lead end (62) anastomosed to an artery and terminal end 
connected to needle access site (80), which acts as a connecter that corresponds to 
applicant's cuff. The system further comprises a venous outflow catheter (65) with an 
outflow end that is capable of being Inserted through a vein (40) into the right atrium of 
the heart (see figs 6-9) and on inflow end that is connected to connector (80) (see 
column 4). The access site 80, corresponding to applicant's cuff, directs passage of 
blood from the arterial catheter to the venous catheter, and is in communication with 
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fhe terminal end of the arterial graft and the inlet end of the venous catheter (see figs 
6-9,colum 5,nnes 1 9-60) . 

The claimed invention is different from Squiteiri in the following ways: 

1 . Squiteiri recognized that the neo-intimal hyperplasia ot the anastomotic site 
accounts for 60 - 80 % shunt failure - see column 6, line 80. He positioned the 
venous outflow catheter into a large vein to avoid anastomosis of the graft with 
the vein (Column 6, line 65, Column 3, fig 7 and 8) Claim 1 6, 8 and 1 - The venous 
outflow catheter of Squiteiri (65) remains in the unnamed vein whereas in our 
claimed invention, (claim 1 J 3J 7) the venous outflow catheter remains within the 
right side of the heart, called right atrium. Squitieri's Invention was patented 
because of the position of the venous outflow catheter within the unnamed vein • 
and therefore the length of the catheter in Squitieri's invention is shorter than the 
claimed invention. Claims 1 6,8 and 1 in Squitieri's patent puts a limitation on 
Squitieri's invention with regard to the length of the catheter and his claims make 
the length of the catheter in Squitieri's invention shorter than our invention 
because our catheter has to go to the heart. Because of the claim limitation 
length of the venous outflow catheter In Squitieri's invention, his catheter cannot 
be advanced beyond the unnamed vein to any other position. Therefore 
any change in the position of Squitieri's venous outflow catheter suggested by 
the Examiner is Incorrect, irrelevant and will invalidate Squitieri's patent. The 
examiner cannot suggest a change in the position of the venous outflow 
catheter that even in the inventor, Squitieri,.has never described in his ow:n 
patent. 

The examiner has to shown any evidence that there is teaching in Squitieri's 
art for modification. The. law requires that there must be some teaching in the 
prior art for modification. (MPEP 2143.01 in re Kahn, 441 F.3d,977,986,78 USPQ2d 
1329,1335 (Fed Cir.2006). The examiner has not given any reason for expected 
beneficiary results, or some advantage that would come from the modification 
of Squitieri's art versus claimed invention. The law requires there should be some 
advantage or expected beneficial results from modification of the prior art. 
Semacker, 702 F.2d 989, 994-95,21 7 USPQ 1 ,5-6 (Fed Cir 1 983). In the absence of 
teaching or evidence of some advantage or expected beneficial results, one 
skilled in the art would not be motivated to modify Squitieri's art. 


The connector (80) in Squitieri's invention (see fig 9) also has 2 metallic 
chambers with a silicone membrane that connects the two conduits. In the 
applicants claimed invention, the cuff is structurally different because it will be 
made of biocompatible material and will cover the venous outflow catheter 
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only. The cuff connects the venous outflow catheter to the arterial graft by 
surgical anostonaosis. 

The examiner stated that Squiteiri discloses that the arterial and venous catheters 
may be 

connected in various manners by cuffs that may comprise a cylindrical shape 
(see figs 2, 4, 6, 9, 

IK IZ 14(Squitierietal) US, 

In response to this. Fig 2 in Squitleri's patent, represents a reservoir mounted 
within a plastic or metal frame (see column 4, line 55) . Rg 4, columns 5, line 15 
describes a glued connection betv/een PTFE graft and silicone tubing that-ls a 
venous outflow catheter, wherein the PTFE tubing is inserted into the enlarged 
portion of venous outflow catheter. In our claimed invention, the venous outflow 
catheter is 1 mm smaller in diameter than the arterial graft and is not inserted 
into the arterial graft (see fig 1 of the claimed invention). Fig 6. In Squltieri's 
patent describes on arterial port with needle accessible portions made of 
silicone. In the claimed invention there is no reservoir and no needle puncture 
sites in the cuff. In fig 9 (Squiteiri) (see column 6, line 5) there is a dual needle 
access site (80), two reservoirs which are used for dialysis purpose using two 
needles. In the claimed invention there are no dual access needles sites on two 
resen^oirs. Fig 1 1, column 6, page 20 (Squitieri) describes a quick coupler joining 
the PTFE graft to the port, the needle access site (20) Squitieri is not present in 
our claimed invention. . In the claimed Invention there is no needle port and 
there is no needle access site. Fig 12, line 30 (Squitieri) describes a port with 
needle access site which is different from the claimed invention. Rg 14 (Squitieri) 
(column 6, page 55) describes a cuff PTFE graft which is sewn to a vein. In 
Squitieri's Invention, the venous outflow catheter enters through the PTFE graft 
into the vein and this Is different from the claimed invention; our venous outflow 
catheter does not go through the PTFE. Various types of cuffs described by 
Squiteiri are structurally different than that of claimed invention. 


Rejection by examiner relating to diameter of arterial and venous catheters: 

With regard to claims 1, 4 ,5,8,9, 1 2 J 4 and 18 with respect to diameters of the arterial 
and venous catheters, Squiteiri discloses that the shunt may be manufactured in a 
variety of different linear lengths and interior and exterior diameter sizes (see column 
3,line 60 to column 4,line 15). It has been held that where the only difference between 
the prior art and the claims was a recitation of relative dimensions of the claimed 
device and a device having the claimed relative dimensions would not peri^orm 
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differently than the prior art device, the claimed device was not patentably distinct 
from the prior art device. See MPEP 2144.04(IV){A). It appears that the device and 
method disclosed by Squiteiri would perform in the same manner as claimed by the 
opplicant. 


Response to rejection by examiner relating to diameter of arterfqi and venous catheters 

Squitieri's invention (column 4, tine 10,15), the arterial graft has a length of several 
centimeters and is 4-7 millimeters in diameter. The arterial end connecting to the artery 
is 4 millimeters. The venous outflov/ catheter length and diameter are not mentioned, 
but as In claim 1 (column 8,line 30) the catheter end Is positioned within the vein and ' 
the diameter is less than the inner diameter of the vein so that the blood flows into the 
vein and through the vein, around an outer surface of the catheter. In our claimed 
invention (claim 1) the arterial graft has a specific diometer and the venous outflow 
catheter has a second specific diameter. The venous outflow catheter is inserted 
through the vein into the right atrium of the heart. With regard to our invention. Claim 4 
spealcs of the arterial graft diameter from 2 millimeter to about 8 millimeter and the 
length is 20-60 cm. Claim 5 also gives the diameter specifications {6-8mm) and the 
length specifications (40cm). Claim 8 describes the diameter of venous outflow 
catheter (1-7 mm), and length specifications (20 cm to about 80 cm); Claim 9 
describes the diameter of venous outflow catheter (5 mm to about 7 mm), and length 
specifications (40 - 60 cm) . Claim 1 2 describes that the venous outflow catheters 
diameter is 1 mm smaller than the arterial graft. Claim 14 also shows that venous outflow 
catheter has a diameter of about 1 mm smaller than the arterial graft. Claim 18 also 
states that the venous outflow cathieter has a diameter of about 1 mm smaller than the 
arterial graft. 

The difference between claimed invention and Squitieri's invention is thatSquitieri 
only gives the diameter of the arterial graft (4-7mm) (see column 4 line 20) and the 
applicant's invention provides specific diameters of the arterial graft and venous 
outflow catheter. The length of the venous outflow catheter In Squitieri's invention is 
limited and remains shorter than that of the claimed invention, because, in the claimed 
invention the venous outflow catheter is placed in the right side of the heart (see claim 
1,13 and 1 7 of the claimed invention) so the length is longer than that of Squitieri's 
invention. The principles of operations ore also different. In Squitieri's art the blood 
flows info the vein (see column 8, claim 1 , line 35) whereas in the claimed invention the 
blood flows into the right atrium 6f the heart and thus the mode of operation is different 
than that of the applicant's invention (see also claim 1 7 of applicants invention, 
abstract patent application, and Specification page 2, line 0025.line 0033, and page 3, 
0056,0058. page 4 claim 1). The mode of operation is quite evident and different from 
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Squiiieri's. It would be obvious to someone having ordinary skill in the art that Squitieri's 
invention can only deposit blood into the vein. 

See MPEP 2144.04(IV)A and Gardener Vs. TEC Systems. INC., 725 F.2d 1338,220 USPQ 
777 (fed. Cir. 1984), cert denied, 469 U.S. 830,225 USPQ 232(1 984). In this reference the 
circuit court has clearly stated that when two arts perform differently the claimed 
invention is patentably distinct from the prior art device. In Squitieri's invention the vein 
is subject to continuous high blood pressure flow and the high pressure of dialyzed 
blood hitting the vein wall. Vein wall injury leading to neo intimal hyperplasia and 
stricture of the vein is bound to occur. As reported in the literature neo intimal 
hyperplasia is responsible for 80% of graft failure. Therefore the expected success rate 
will be lower in Squitieri's art than In the claimed Invention. In the claimed invention, the 
shunt will not be clotted or obstructed from neointimal hyperplasia. The life of our shunt 
will be much longer rate of graft failure will be lower. There are no substantive reasons 
to reject claims 1.4,5,8.9,12,14, and 18 therefore these rejections should be withdrawn. 


Rejection by examiner with regards to Paries et al. 

Paries discloses a medical fluid handling apparatus with q ferrule or connector 70 
that receives and joins different sized conduits with graded interior wall regions 82, 84, 
86 (see fig 7. column 4. lines 55-62). Therefore, it would have been obvious to one 
having ordinary skill in the art at the time of invention to add a graded interior surface 
as disclosed by Parks to the connector between the arterial and venous catheters in 
the vascular access system disclosed by Squitieri in order to accommodate Inserts of 
various diameters, as taught by Parks. 


Response to rejection by exonrtfner witii regards to Paries et ai. 


Paries' invention Is a non-anaiogous art. It belongs to the gastrointestinal system, 
whereas the claimed invention pertains to the arteriovenous system. Paries ferrule is 
disposed within the conduit (column 3, line 10, fig 12) Parks ferrule has a graded surface 
because it joins various conduits. In the claimed Invention our cuff has a flat surface. It 
covers only one conduit namely the venous outflow catheter and is surgically sutured to 
the arterial graft. Paries invention is used for the creation of a gastrostomy tube, 
whereas the claimed Invention creates an arteriovenous shunt for hemodialysis 
purposes. Parks' ferrule (cuff) is made from hard non-deformidable material such as 
plastic, metal, or glass. See page 4, line 25. if Parlo' cuff is used In claimed Invention, 
It ttas to go within the lumen of the arterial graft and the venous outflow catheter. Paric's 
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cuff has a ridged Inner surface and will act as a foreign body within the lumen of the 
arterial graft and venous outflow catheter leading to obstruction of the flow of blood, 
thrombosis and destruction of the function of the claimed Invention. Blood will not flow 
through it in with smooth laminar flow as it would through our cuff. It is this turbulent flow 
and obstruction to the flow of blood that would cause thrombosis (clotting) and 
destruction of function of the claimed invention. It would cause the same destructive 
result to the flow of blood in Squitieri's invention. Combining Squitieri's and Park's 
references would lead to destruction of the function of such a device , because Park's 
cuff has to go within the two conduits of Squitieri's art leading to obstruction of the 
blood flow, clotting of the shunt, and destruction of the function of the shunt and our 
claimed invention. It would not be obvious to the applicants or someone with ordinary 
skill in the art to consider Parks' art at the time the claimed invention was made (refer 
KSR International Co. Vs Teleflex It^C, 550 U.S.. 82 USPQ2d 1385, 1397 (2007). This 
reference is irrelevant and the examiner has made a substantial error in citing this 
reference. One in the ordinar/ skill in the art will not be motivated and it is not obvious 
to someone of ordinary skill to combine two references which would lead to the 
destruction of the function of the claimed invention. 


Rejection by examiner with regards to the materials in claims 2, 3, and 7 

The examiner states that Squifieri discloses an embodiment, tubing or cuff (69) v/hich Is 
made of PTFE (polytetrafluoroethylene), a biocompatible , flexible material. 


Response to rejection by examiner with regards to the materials in claims 2, 3, and 7 

In the claimed invention, the arterial graft (claim 2) can be made of a 
biocompatible material and the word flexible has been removed. Claim 3 is 
amended. The words polytetrafluoroethylene (PTFE) and 'other' has been removed 
and replaced with biocompatible iriaterial. The AV shunt of claim 2 is mode of 
biocompatible material. Amended claim 7 , states the cuff, is made of polyethylene 
terephthate or other biocompatible materials (claim 7). These are now amended 
claims, therefore any rejections with regard to the unamended claims 2, 3 and 7 should 
be withdrawn. 
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Rejection by examiner with regord to claim 1 3 

The examiner states that Squitieri also discloses that the arteriovenous graft system 
which may be connected to a hemodialysis machine (not shown), meeting the 
limitations of the claim (see column 4 , lines 60-64) 


Response to rejection by examiner with regard to claim 13 . 

The goal of both inventions is to perform hemodialysis. Squitieri does not retain the 
authority over oil hemodialysis devices utilizing an arteriovenous graft because his 
device does that. This does not limit claim 1 3. The examiner cannot limit claim 13 of 
the claimed invention, because It performs dialysis which is the goal of Squitierl's art as 
well. The basis for the rejection is irrational and the rejection should be withdrawn. 


With regard to claim 13 of the claimed invention it describes the arteriovenous shunt for 
performing hemodialysis on patients comprising of arterial graft connected to the 
artery, single lumen venous outflow catheter deposited into the right atrium and a 
connecting cuff. 


The differences between claimed invention and Squitieri's art have already been 
described, being both structural and operational. The arteriovenous shunts of Squitieri's 
and claimed invention are used for hemodialysis purpose and in both of the inventions 
the dialysis machine is used for dialysis. The goal of the two inventions is to perform 
dialysis. There is no reason to reject claim 1 3, because of the operational and 
structural differences of the two inventions already presented, therefore the rejection of 
claim 13 should be withdrawn. 


The combined reference of Squitieri and Paries do not match the claimed invention. 
Squitieri taught and suggeste<ithqt the venous outflow catheter remain within the vein. 
Parks' art is irrelevant end would lead to the destruction of the operational function of 
the claimed invention. The combined references do not teach or suggest any 
modification of the prior art. Therefore it would not be obvious to one with ordinary skill 
in the art to use the combined references which would lead to the destruction of the 
functioning of the claimed invention. The applicant's disagree with the examiner's 
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remarks {see poge 2) that claimed invention is unpatentable over Squrtieri's and Parks 
arts. 


Rejection to claim 6,1 1 ,15,1 9,20 

Claims 6, 1 1, 15, 1 6, 19 and 20 are rejected under 35 U.S.C 103(a) as being 
unpatentable over US 6, 1 02,884 to. Squitieri In vlev/ of US 5,399, 1 73 to Parks et al, further 
in V\ew of US 5, 591 ,226 to Trerotolq et al. In the specification and figures, Squitieri and 
Parks' disclose the device and method substantially as claimed by applicant (see 
rejection above) with the^ exception of the particular arteries and veins that are used to 
connect to the arteriovenous system. Squitieri is silent as to the particular vessels used, 
but it is well known in the art of arteriovenous grafts that one may select any given 
vessel based on the suitability for its purpose. Trerotola discloses a stent-graft that may 
be deployed between many vessels within a patient, and discloses a graft between a 
brachial artery and an axillary vein (see fig 9A and accompanying text). Therefore, it 
would have been obvious to one having ordinary skill in the art at the time of invention 
to connect the arteriovenous graft system disclosed by Squitieri to the brachial artery 
and axillary vein as disclosed by Trerotola in order to create blood flow between the 
selected vessels, as demonstrated by Trerotola. 


Response to Rejection to claim 6 J 1 ,15,1 9,20 

The Examirier agreed that Squitieri does not mention the name of the arteries and 
the veins in the construction of his arteriovenous shunt. The examiner refers to Trerotola 
who makes a brachioaxillary shunt with stunted graft as shown In fig 9A. The graft is 
inserted within the lumen of the axillary vein to avoid anastomosis. Trerotola's art is 
different from the claimed invention because the claimed invention does not use the 
graft within the vein but places the venous outflow catheter through the vein into the 
right atrium. The veins that are used for routing the catheter into the right atrium of the 
heart are found in claim 11,16 and 20 and the arteries used in the construction of the 
hemodialysis apparatus are found in claim 6, 1 5, 19. In Trerotola's art the arterial blood 
from the shunt goes into the axillary vein and if this shunt is used for dialysis purposes, the 
ejected blood at high pressure will go into the axillary vein leading to vein injury, neo 
intimal hyperplasia and graft failure. There is no reason to reject claim 6, 11 , 1 5, 1 6, 1 9, 
and 20. The names of the particular arteries and the veins, have to be mentioned to 
construct the arteriovenous shunt. It is obvious to ones with ordinary skill in the art as 
the applicants are, that the particular vessels have to be named to construct an 
arteriovenous shunt. In the claimed Invention the arteries that are used are mentioned 
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in claim 11,15 and 1 9, and the veins are mentioned in claim 6, 1 6 and 20. The 
combined references of Squitierl Parks and Trerotola would not construct an invention 
as of our claimed invention and lead to the destruction of the function of Squitieri's 
and our claimed invention. One skilled in the art vs/ould not find obvious or be 
motivated to combine the three references. There the rejections of claim 6 J 1J 5, 1 9. 
and 20 should be withdrawn should be withdrawn. 


Rejection to claf m 1 0 

Rejection of claim 10 under 35 U.S,C. 103(a) as being unpatentable over US 6, 
1 02,884 Squitieri In view of US 5,59 1 , 226 to Trerotola et al. 


Response to rejection of claim 1 0 

Claim 10 is amended wherein the venous outflow catheter is made of* 
biocompatible material. Therefore the rejection based on the use of 
polyurethane in the Trerotola stent graft should be withdrawn and rejection 10 
should be withdrawn. 


Rejection to claim 17 

Rejection of claim 1 7 under 35 U.S,C. 1 03(a) as being unpatentable over US 6, 
102, 884 to Squitieri in view of US 5, 399, 173 to Parks et al, further in view of US 5, 
509,897, Twardowski at al. ; 


With regard to claim 1 7, the cited prior art discloses the method substantially 
similar as claimed by applicant (see rejection above). In particular, Squitieri 
discloses that the graft may be surgically inserted (see column 7Jines 24-45), 
connected to a hemodialysis machine (which, by definition, purifies blood) 


PAGE 23/59 ' RCVD AT Sae/2009 12:42:36 PM [Eastern Daylight Time] ' 8VR:U8PTO-EFXRF-5/37 * DNI8:2738300 * C8ID: * DURATION (mm-ss):33-1B 


05/26/2009 10:53 FAX 

APPEAL BREIF for APP. No, : 10/81Z380 


1^024/059 


23 


collect blood through the arterial catheter, send the blood through a dialysis 
machine, and collect blood from the dialysis machine and return it to the patient 
via the venous catheter (see column 4,nnes 50-64). Squitierl foils to disclose that 
the treated blood is deposited directly into the rfght atrium, but suggests such an 
arrangement in the illustrations of figs 7 and 9 which shows venous catheter 65 
extending towards the heart via vena cava 40, Blood flows from the vena cava 
into the right atrium. Nonetheless Twardowski discloses an apparatus and 
method for hemodialysis which a venous catheter comprises a distal end( 1 38aJ 
disposed within the right atrium delivering treated blood to the right atrium in 
order to provide a long term indwelling catheter. Therefore it would have been 
obvious to one having ordinary skill in the art at the time of invention to advance 
the catheter disclosed by the cited prior art deeper Into the patient's 
vasculature to the right atrium, as disclosed by Twardowski In order to provide a 
long term indwelling catheter without major drawbacks as taught by Twardowski 
etal. 


Response to rejection of claim 17: 

Twardowski's invention is a hemodialysis catheter where the blood remains 
stagnant within the catheter wher> not in use for dialysis. The catheter has two 
lumens (see page 7 of description of the invention and fig 3). The catheter has 
three parts (See fig 1 1 ,) ;part 1 goes through the vein into the right atrium. The 
second part is tunneled under the skin (1 40 fig 1 1 ) and has two cuffs ( 1 54, 1 56) 
and the third port exits the skin and remains with two ports outside the skin on the 
chest wall (See fig 5) . Through port 2, the blood is taken out and possed to the 
hemodialysis machine and is connected to the first port which returns the blood 
to the venous side. The catheter tip (138) remains in the right atrium as shown in 
fig 9. Therefore the multilumen hemodialysis catheter of Twardoski is also called 
a cuffed tunneled dialysis catheter. 

The applicant's art Is different from Twardowski art In the following ways: 


1 .The claimed invention is a sub-cutaneous arteriovenous shunt, where the blood is 
continuously 

flowing through the shunt, at arterial pressures. Into the right atrium. In 
Twardowski 's catheter 

the blood flows at high pressure 
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through the catheter at the time of dialysis only therefore it's not a sub-cutaneous 
arteriovenous shunt. 

2. Twardowski's catheter is a double lumen catheter where as claimed inventions 
venous outflow catheter is a single lumen catheter (See.claim 1, 13 and 1 7). 

3. Squitieri's venous outflow catheter is also a single lumen catheter which goes 
within the lumen of the vein whereas in claimed invention the catheter goes Into 
the right atrium. 

4. Combining Squitieri's and Twardowski's devices is physically impossible because 
Twardowski's catheter is a double lumen catheter and part of the catheter exits 
outside the skin as two ports. Squitieri 's is a single lumen catheter. The 
combination is physically impossible because a single lumen catheter of Squitieri 
and double lumen catheter of Twardowski cannot fit together. The sub- 
cutaneous shunt of Squitieri cannot be constructed because the two ports of 
Twardowski's hemodialysis catheter are outside the skin on chest wall. Those 
with ordinary skill in the art would find it impossible to combine Twardowski 's and 
Squltieri's references. 

As described before Parks' reference is non-analogous and has a graded cuff which if 
used in applicant's art it has to be ploced within the lumen of the conduits which will 
lead to obstruction of blood flow, clotting of the invention and malfunction; thereby 
destroying the function of the claimed invention. If Porks cuff is used in Squitieri's art it 
will lead to destruction of his art. 

Squitieri taught that the catheter remained within the vein. Therefore these three 
references are improper and cannot match the claimed invention. Claim 1 7 of the 
claimed invention describes the hemodialysis apparatus where the blood is taken from 
the arterial graft to the dialysis machine and from the machine to the venous outflow 
catheter which deposits the dialyzed blood into the right atrium. The claimed device is 
structurally different from Squitieri as described before and the method of operation is 
different from Squitieri where the blood is deposited into the vein after hemodialysis. 
Claim 1 7 is o novel one, because of the positioning of the catheter in the right atrium. It 
is not possible to make the claimed invention by combining the above three references 
because that will cause destruction of function of the claimed Invention and Squitieri's 
art, therefore rejection 1 7 should be withdrawn. 

Combining the four references of Squitieri, Parks, Twardowski and Trerotola does 
not make the claimed invention. The examiner has not shown any evidence of some 
reason to combine the four references. The test of teaching suggestion and motivation 
does not exist in the prior four arts. A person of ordinary skill in the art would not 
combine the four references, as the reference of Park's and Squitieri's v^1l lead to the 
malfunction and destruction of Squitieri's art and claimed invention and also combining 
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Twardowski's with Squitieri's art is physically impossible. Furthermore one with ordinary 
skill in the art will not combine Squitieri's and Twardowski's art because that will not 
create a subcutaneous arteriovenous shunt as the cotheters have different numbers of 
lumen; Squitieri's art has a single lumen and Twardowski's art has a double lumen and 
the catheter hangs out of the skin on the chest wall as two ports. Therefore it will be 
impossible physically to combine Squitieri's art and Twardowski's art. Thus combining the 
four arts does not make an invention as that of the applicants*. 


SECONDARY CONSIDERATIONS 

The HeRO Vascular Access Device is used for hemodialysis is structurally and 
functionally identical to claimed invention. It performs the function in the same way as 
that of our claimed invention (Doctrine of Equivalent), An FDA approved clinical trial 
was conducted by Dr. Katzman, H. and Dr. Chris Stout et Al. Dr. Katzman presented 
the data before the society of cardiovascular surgery In March 2008. The manufacturer 
of the device is Hemisphere Inc. The clinical trial was conducted to evaluate the HeRO 
device with respect to bacteremic rate, adequacy of dialysis and patency. The data 
obtained Is applicable to our claimed Invention. 

When comparing bacteremic (infection) rates, the graft arm HeRO (the HeRO device 
combined with the arterial graft) had a bacteremic rate of 0.6 at 1000 days. Standard 
arteriovenous graft infection rates are 0.1 1 at lOOOdays, Standard tunneled cuffed 
dialysis catheters have a bacteremic rate of 2.3 at 1000 days. The infection rote in the 
HeRO device is lower than in the AV graft and cuffed tunneled dialysis catheter { Table 
3, page 5 "HeRO Vascular Access Device: A Long Term Solution for Access- 
Challenged Patients." Katzman et al Presented at Society for Cardiovascular Surgery 
March 2008, See Abstract Exhibit 1 of Declaration of Oath). 
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The overall patency rate, which is the rate functioning of the arteriovenous shunt of the 
HeRO device, is also higher than cuffed tunneled dialysis catheter (Refer to table 4 of 
Katzman et al). 

The adequacy of the dialysis as measured by (Kt/V), which (s an index of clearing of the 
innpurities of the blood, demonstrates that the HeRO device is superior and had a (Kt/V) 
of 1 J versus a cuffed tunneled dialysis catheter (1 .29-1 .46) and the AV graft v/hlch is 
(1 .37-1 .62), The National Kidney Foundation Dialysis Outcome Quality Initiative-K/D OQl 
provides a target value for adequacy of dialysis which is 1 A (higher score correlates to 
higher clearance of the impurities from the blood). Thus the functioning of the HeRO 
device is better than the cuffed tunneled dialysis catheter. The study further revealed 
that the KT/V had an impact on the mortality. A decrease of 0.1 Kt/V is ossocioted with 
a 796 increase in mortality (more deaths) Refer to table 6, Katzman et al. 

It is very clear that the claimed invention will have a better patency rate, reduced 
infection rote and a reduced mortality as compared to Twardowskl's cuffed tunneled 
dialysis catheter. The decreased mortality is a new and unexpected finding. 

Chris Stout presented the clinical study of HeRO device before the Society for Clinical 
Vascular Surgery in March 2009 with patients of central vein occlusion. The 52 patients 
underwent the procedure and the HeRO device was successfully placed in 50 patients 
who had successful dialysis; this is an unexpected finding that the HeRO dialysis 
catheter can be effective In central venous occlusion in patients with chronic renal 
failure. 

The results of the study show new and unexpected findings that claimed invention will 
better dialysis and long patency as compared to cuffed tunneled catheter of 
Twardowskl's art. To applicant's knowledge Squitieri's art has not gone into clinical trials 
and Trerotola invention is an experimental one. 

This long felt and unsolved need for avoiding 80% graft failure from neo-intimal 
hyperplasia can only be solved if the venous outflow catheter is positioned in the right 
atrium. The vein wall damage will not occur because blood goes directly into the heart 
and not into the vein. 

The study demonstrated superior results of claimed invention, unexpected and new 
results, and the claimed invention met all four Graham's in (Graham v. John Deere Co.) 
respect to the scope and content of the prior art, the difference between claimed 
Invention and the prior art and the level of ordlnar/ skill is the pertinent art, secondar/ 
considerations, long felt unsolved need and failure of others. The problem of the neo- 
intimal hyperplasia can be eliminated only with the claimed invention and therefore 
the long felt unsolved need can be resolved. 
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Commercral Success 

Dr. Katzman is going to present the early comnriercialization of the HaRO vascular 
device at the annual convention of the Society of Vascular Surgery in June 2009 in 
Denver, Colorado. 

The claimed invention satisfied four of Graham's factors [35 U^,C, 103 is stated in 
Graham v. John Deere Co., 383 U.S. 1 , 148 USPQ 459 (1 966). 

First the scope and content of prior art is outlined in the background section of the 
appeal brief. Second, the difference between the prior art and claimed Invention is 
outlined in various sections of the appeal brief. Third, the level of ordinary skill in the art 
is outlined in rnultiple sections in the Arguments section of the Appeal Brief. Fourth, 
secondar/ considerations have been outlined. In addition, the long felt and unsolved 
needs in the art have been discussed. 


CONCLUSION 

In view of the secondary consideration, new and unexpected results, and superior 
peri'ormance of the claimed invention as demonstrated through Dr. Katzman 's and Dr. 
Stout's studies. Satisfying all four factors of Graham's unobviousness, the primafocie 
case of obviousness is rebutted . On the basis of the novelty and unobvious features of 
the claimed inventions, all the rejections 1-20 should be withdrawn and the 
patentability should be granted. 
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An appeal brief is submitted in a proper form for the consideration of patentability by 
the appeals board. If you have any questions please call Nazir Khan at 312-590-0589 or 
31 2-329-1 1 00 or Iftikhar Khan at 31 2-730-8796. 


Thank you. 


Iftikhar Khan MD 

747 W Wrightwood Ave. Unit C 
Drive 

Chicago, IL 6061 4. 
60527. 


Naar Khan MD 
1 50- Glenmora 

Burr Ridge, IL 


VIII) Claims Appendix. Copies Of The Claims Involved in the 
appeal are attached. 
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I. (amended, appealed) An arteriovenous shunt comprising: 


a. an arterial graft con9)ri5ing a body, a lead end and a terminal end, said lead end 


being configured for subcutaneous connection to an artery by anastomosis, wherein said 


arterial graft has a first diameter; and 


b. a single Iiunen venoxis outflow catheter comprising an intake end and depositing end. 


said depositing end being configured for insertion through a vein into the right atrium of 


the heart, wherein said venous outflow catheter has a second diameter different from said 


-first diameter; and 


c. a cylindrical cuff operable to direct passage of blood from said arterial graft to said 


venous outflow cafhet^, said cuff comprising an inlet in blood communication with 


an outlet: 
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i. said inlet being disposed about and connected to said terminal end of said 


arterial graft; and 


ii. said outlet being disposed about and connected to said intake end of said 


venous outflow catheter; wherein said cuff provides a secure fit for 


said arterial graft first diameter and said venous outflow catheter second diameter. 


2. (previously presented, appealed) The arteriovenous shunt of claim 1 wherein said arterial graft 


is made of a biocompatible flexible material. 


3. ( amended, appealed ) The arteriovenous shunt of claim 2, iT^erem said biocompatible 


flexible material is polytetrafluoroethylene(PTF£) or other biocompatible material 


4. (appealed) The arteriovenous shunt of claim 1, wherein said arterial graft has a 
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diameter from about 2 mm to about 8 mm and a length from about 20 cm to about 60 cm. 

5. (appealed) The arteriovenous shunt of claim 4, wherein said arterial graft has a diameter of from about 
6 mm to about 8 mm and a length of about 40 cm. 

6. (appealed) The arteriovenous shunt of claim 1, vAerein said artery is the brachial, 
axillary, femoral or external iliac artery. 

7. (Appealed The arteriovenous shimt of claim 1, wherein said cuff is 
polytetrafluoroethylme or polyethylene terephthalate. 

8. (Appealed) The arteriovenous shunt of claim 1, wherein said venous outflow catiieter 
has a diameter from about 1 mm to about 7 mm and a length of from about 20 cm to 
about 80 cm. 

9. (Appealed) The arteriovenous shunt of claim 1, wherein said venous outflow catheter 
has a diameter from about 5 mm to about 7 mm and a length of from about 40 cm to 
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about 60 cm. 


1 0. (amended, appealed) The arteriovenous shunt of claim 1, wherein said venous outflow 


catheter is made of other biocompatible materials. 


1 1 . (appealed) The arteriovenous shunt of claim 1, wherein said vein is the cephalic. 


axillary, jugular, femoral or external iliac vein. 


12. (previously presented, appealed) The arteriovenous shunt of claim 1, wherein said venous 


outflow ca&eter has a diameter of about 1 mm smaller than said arterial graft 


13. (amended, appealed) A system for performing hemodialysis on a patient 
con:Q}ri5ing: a. an arteriovenous shimt comprising: 


i. an arterial graft comprising a body, a lead end and a terminal end, said lead 
end being configured for subcutaneous connection to an arteiy by 


anastomosis, wherein said arterial graft has a first diameter; and 
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ii. a single lumen venous outflow catheter conqprising an intake end and 
dq)Ositing end« said depositing end being configured for insertion through a 
vein into &e right atrium of the heart, wherein said venous outflow catheter 
has a second diameter different fix>m said first diameter, and 

iii. a cylindrical cuff operable to direct passage of blood from said arterial graft 
to said venous outflow catheter, said cuff con^rising an inlet with blood 
communication with an outlet: 

1 . said inlet being disposed about and connected to said terminal end of 
said subcutaneous graft; and 

2. said outlet being disposed about and connected to said intake end of 

said venous outflow catheter; wherein said cuff provides a secure fit for said arterial graft first diameter 
and said venous outflow catheter second diameter; 
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14. (previously presented, appealed) The system according to claim 13, wherein said venous outflow 
catheter has a diamet^ of about 1 mm smaller dian said arterial graft. 

15. (original, appealed) The system according to claim 13, wherein said artery is the brachial, 
axillary, femoral or external iliac artery. 

16. (original, appealed) The system according to claim 13, wherein said vein is the cephalic, 
axillary, jugular, femoral or external iliac vein. 


17. (amended, appealed) A method of performing hemodialysis on a patient con^)rising: 
a. surgically ins^ting an arteriovenous shunt into a patient, wherein said arteriovenous 
shunt con^)rises: 


i. an arterial graft comprising a body, a lead end and a terminal end, said lead 
end being configured for subcutaneous connection to an artery by 
anastomosis, wherein said arterial graft has a first diameter, and 
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ii. a single lumea venous outflow catheter comprising an intake end and 


depositing end, said depositing end being configured for insertion through a 


vein into die right atriiun of the heart, wherein said venous outflow catheter 


has a second diameter di£ferent from said first diameter; and 


iii. a cylindrical cuff opo-able to direct passage of blood from said arterial graft 


to said venous outflow catheter, said cuff con5)rising an inlet in blood 


communication with an outlet: 


1 . said inlet being disposed about and connected to said terminal end of 


said arterial graft; and 


2. said outlet being disposed about and connected to said intake end of 


said venous outflow catheter, wherein said cuff provides a secure fit for said arterial graft first 
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diameter and said venous outflow catheter second diameter; 

b. connecting said arterial graft to a hemodialysis apparatus; 

c. collecting blood from the patient through said arterial graft; 

d. passing said blood through the hemodialysis apparatus; 

e. collecting purified blood from hemodialysis apparatus; and 

f. transmitting said purified fc>lood tlirough sard cuff into said venous outflow catheter 
which is located in the rigiht atrium and the blood is directly deposited into the right 

atrium 

18. (previously presented, appealed) The method according to claim 16 wherein said venous 
outflow catheter has a diamet^ of about 1 mm smaller than said arterial graft. 

19. (original, appealed) The mcAod according to claim 16, wherein said artery is Ac brachial, 
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axillary, or femoral, external iliac artery. 


20. (original, appealed) The method according to claim 16, wherein said the vein is the axillary, jugular, 
femoral or external iliac vein. 


IX) Evidence Appendix: Copy of the declaration of oath 
with exhibit 1 and 2 are attached. 
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Declaration in Support of Application 

1 . We are the applicants in the above identified patent 
application 

2. We declare the HERQTm (Hemodialysis Reliable Outflow) 
vascular access device, manufactured by Hemisphere Inc. 
company is a hemodialysis arteriovenous shunt identical to the 
applicants claimed invention. Clinical studies revealed new and 
unexpected results. 


These results are a marked decrease in bacteremia rate versus 
currently used cuffed tunneled dialysis catheters and current 
arteriovenous graft literature. 


Improved adequacy of dialysis and patency versus currently used 
cuffed tunneled dialysis catheters. 


Please see Exhibit 1 and Exhibit 2 as supporting documents for the 
HEROTm device. 


In patients with central venous occlusion, the HEROt-^ device has 
achieved a success rate for allowing dialysis in patients with no 
other option, 96.2% of the time {50/52 patients). 
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3. I declare that all of the statements made herein of my 
knowledge are true and that all statements made upon 
information and belief are believed to be true, and further that 
these statements were made with the knowledge that willful 
false statements and the like so made are punishable by fine or 
imprisonment , or both, under Section 1 001 of Title 18 of United 
States Code, and that such willful false statements may 
jeopardize the validity of the application and any patent 
issuing therefrom. 
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IX) Evidence Appendix: Copy of the declaration of oath 
with exhibit 1 and 2 are attached. 
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X) Related Proceedings Appendix 

The copies of the court decisions ore attached 
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fKPiA* Hemoacoess Placement hi oatienta with CiwHencrina Cantrri Vfelii Occlusion 
CMS Sta^ MX Jean Pameiai. MD. A«arc H. GBckmmt. MD. EastBm Virgpna kkKScal, NorfofK. 
VAUSA. 


December 12. 2006 

Hemoaccess Placement in patients viritii Challenging 
Central Vein Occlusion 

Bade to Prooran 


Cftffe SfDfH^ MD, MarcH. Glkianan, md, JomPamoton, MD. 

Eastern Virginia Medical, Nafolk, VA, USA. 

OBJECTIVES: The plaoenrant of hemoaccess dsvio«s in pallet 

ocdu^ istecoirftig mora chaBenging for swpeons. The Inddence of catheter dependent 

patients on dialy^ conttiues to rfee. Catheter d^iendait datyaia is fr^^ 

oompBoAona induding high^ moitMify and mortedly when oompwed ^ 

dialysis. The purpose of the'Mract is to prasart escperienoe wim the HefW access d^ 

wrt^ch returns the patent to a converrttonal graft iiios access. 

METHODS: The HeRO device, a (paftwttti a oentrari mitflc^ 

centra] venous stenoste. consists of ePTFE upper earn graft fitted witti a titanium connedor 
ttiat is siBgicG% coupied to a suimrtaneous nitinol ^cone outflow componmt which exits 
into the oerrtra] vsnrais system. F>rD8pedive data included avera^ number of prior access 
procedures, the degree and type of central ocdi^ion, vessel anatomy and surgic^ 
implant iocatioa 

RESULTS: Fifty two patients have un(torgone attempted placement of ttie HeRO devic. 
Forty patiento hara had piaoemmt of the de^ aAsr successful angiofrias^ of near oei^ 
vein ocdusion, four patients have had r^acement of the device witf^n the subclavian veins 
with central vein angioplasty, one patient had piaoement of the device into the SVC through 
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a rebopeiitoneal approach ftr and iVC^xxlusipa tw^ 

iaige azygous veins, four pafient9 had placement through recanrattzad cantrel veins and 
irtemaJji^iter veins and two patients had unsuccessful placement attempts due to inabUlty 
torecannriitottie central v^ns-Rflypafiwiteteve had s uooeaa M p te uwii aiU ^ 
and of these forty^ht pafientB han« had successful conversion 
dialysis to converrtkmal dtalysis 

CONCLUSIONS: HeRO Is the firet AV woess de^ to oilier significant edisn^ 
patienta vriio are catheter depmdem fbr fheir dialysis due to oential vein pafholow 
are very complex and demanding patients. HeRo device offers a fronting ««ematlvB for 
thaae paOaite allowving convenfional cBalyaia to t)e achieved 



Tuesday, March 17 
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X) Related Proceedings Appendix 

The copies of the court decisions are attached 
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Ap|K!alBrieflorA|i|i.llo.:ll^^ PQ Related Praceedkvsi^^ 


BsSiO^ Vascniar Aceess Device: 
A Long Item ScAotioii for Acoes9-C3iaIteBged Miaits. 


Howard Kaizman MD 


INTRODUCn<»9 

Tmme}ed (Sfilysis catfagtos (TDCs) m co ua fakrcd the last itsmt 'iang-oam" viscalxr tcccs agtioa. compact to 
tttericmicnsfistMlas (AVFs) md ^ifis CAVGs)l TDCs cause ala^ iocadeiiMctf calSKttr-vdflted bactoemia 
becawtheXPCpeaetatetlgdctobmierctea^ 

prticitf g iorti id ityBodinuitalky qpdi^^ ooata.* TPCs ddivcr less efifoctivc 

tlK^nurf mdooe ocBtiBl vcdods sceaoalq, viiiicfa can Ik ui lfu t u ieAVF or AVQ<ipteit.^DafilaflK8e 

dDdikxifiom 15^ la 1996-97 to 2&2H in 2002-2003^ and as iCc^ 
ClinicdPt ribm iaaflc Measure Pk^^ 


ora6i 


mlD tended 


be aigctific«idy decreased by mqplaa^ 
HcftO^ devioe fbri 
CffrtiOBiSL Ttda deffioe eoBBbincB flbe 
ipyto^subeateDPOUsaceeaaTlKHdlO^ device 
fitted Willi a 
nuiPM luiiuaeefl 

cawiAii^atiidjiiHCtlnnittiiheintei^ 
graow in te abooMer «&. 11k HAO^ cPISE gnft to ten to^^ 

<tf die i^ppGT mi jm above fliedbonf. Tha «rffl.— ■ *«*ii>|WMi^.^]t ifc^fi ^^^y^^^^^i gmft* yta ffiy jFfWwBW 

t iCTerann cPIFE pidt TbeHeiUC>™ devioe ceqp^ 

pbeaDB C MBdLI^rii^1ldstiiMivapedBatBMyieyu!e>t fk l | | hj ^ 


TDCftrdi8|yai& OtteefbDl&RO''' device toica^ 


^afti 


iQicrKaxxIIgnftc 


Nates 
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(BHpC»Ma< OCTOBER TBKIl 200S 


Thi ^^a— j WH i lHK t o MB pgt qf fcfcB cglpiBD of Cdnt bet t— baaa 


fur itM TliiiBttM i/ITnriifMi ^ d» MtkioMn oT the 

sinpssa^E cx>i)itr OF im up^^ 


ESRIMTBBNmONAL 00. v. TELEEI£K INa ST ALw 

lb oootral a c oiiv fa iti omal HnhinMJiHft *a apoed, (1» diiver depfwooo or 
x^MMtt tile gfiB pedaL ^vliifih intBiAefei 
otim tnofllmi&oal liiik. Bmnae^ pedars poaitifiain <te 
nflHmlbr cannot ba atKuatu^ a. dnvBi mliiiiy to ba c3oaa^ get ftnrtfipr 
feon it mat ailhar i^flaiU o B hniteelf in Aaaeat or gMwa flia aaat; 
hMk. of wliicli can lia inpOKtot aohitioiw fiv antaHar dcivuEB in caxa 
m& dMp feotwaOa. 13iia ^mptod mveuiui a to dae^n and patent 
p cdMa fliat€D<adba«»swtadtediai^giBP IhaAsm 

iamdlegitBdi^motihBpBBa^t^ Aaaaaiaflilao 
daaignwI aaftatfteftgea nD CB aeaq ptad w p iaa a^ 
nB g anfla aaof lo i mt i fai •tBiwtHMirt a. naBadUBa9pataitxavaalaadi£> 
ftopBD^ alwIlMt JDacbanten wbaia botfi Ilia padal and tiha psMt pQiivt 
ava aidiQatadL 

In m ^Wj cawjp J^^^^H*^^M^<8^^^l i>'^llM I tnw l llaa do not op atat a t hinn g h 
fcroa teanafenpod jinam the padal by a mac3Mmical Knk, bnt open and 
cloaa mhea in npoaBaa to djectranic algnala. For tfaa eonqinDar to 
koam what ia hm^aoing «^ tbo pedal, an nim hraiiii anaaor mnat 
fcw>-ncifli*n ihfl tMBliim^c<»l npoiy^ia^ fntft ^i tital lovenfean had 
obtalnBdanniiibaroCpatBDta Jbar awdiaanaooL The acxaOed *9S8 
patait taaafat <liat & pairfbaalila to datact dtt padaTa porito 
the pedal maduoBani. not in the enginaw ao the patent diadkned a 
pedal with an elaCUuuie aanaor on a phrat point in the pedal aaaem* 
147* Die Smitfi patent teught that to prevent Ae wises cormwrttea 
die aanaor to ti^emapntarimdMfingttidvaasinffoattiiaaenw 
alareldbepgfranafinedpartoflhapedalaiawn^ 

OP ti» pedaTa feolpiad. TinmiOiu* ImxI itlai% j^afmM^ ^U MwfMr^ 

mnifnlnrirnofim Tibirh rnnbn talmn niTtbn aTniTf firal attnrtioa to nur 
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r02 F2d 989 In Re Howard Semaker 

702 F.2d 989 

217 U.S,P.Q. 1 

In re Howard SEftNAKER. 

Appeal No. 82-579. 
Serial No. 916,018. 

United States Court of Appeals, 
Federal aroult 

Feb. 28, 1983. 

Michael F. Petock, PMIadelphla, Pa., argued and filed Meis for appellant 

Assodata Sol. Ftad W« Sherfing, Washington, D«C, argued for Patent and Tradmiark Office. With him on th 
Sol., Joseph F. Nakamura, Washington, D.C 

Before DAVIS, Qrcult Judge, COWEN, Senior Circuit Judge, and NICHOLS, aruiit Judge. 

NICHOiS; aroiit Judge. 

1 

This case is before us on appeal fVom the decision of the Patent and Trademark Offloe Board of Appeals (boi 
dedsion, the board affkmed the examiner's r^Jectkm, under 35 U.S.C Sec 103, <rf dakns 1-6 and 8-11 In { 
application serial No. 916,018, flted June 15, 1978, entitied "Enribroldered Transfer and M^hod of Making." 
comprise all the daims in the case. We reverse. 

2 

* Badcground 
A. The invention 
3 

AppeBant has invented a type of embroMered emblem and a method of making the same. O^ms 1 and 10, 
independent dalms In appellant's appflcatton, are rqi^resentalive of the m^hod and of the emblem, respect! 

4 

1: A method of making an embroMered transfer w emblem comprising ttie steps of: 
5 

(a) embroidering a pattern on a portton of a substrate while using thread free friom oil and with saki thread 
single color and In an amount so that a portion of the pattern is sculptured by having a greater ttUckness th 
portion of the pattem. 


littD://<»enhirisL<»ri2/702/Qd/^9 4/23/2009 
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Vascular Sumery 


Volume 49 


Supplement S 


Official Publication of the 
Society for Vascular Surgery 


Abstracts of the 2009 Vascular Annual Meeting' 
The Society for Vascular Surgery 


June 11-14 1 Colorado Convention Center | Denver. Colorado 


Mosby 
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20S ' Paster Fmenmtiom, 


A«to DlwtoTOw: J. Vw, None; G.^De Bom. Nonci T.T.C Onr- 
IHalyrfs Acaes<» Biducadcin/ Trafaiibg CtcdealiaUi^. 


JOWRKL'OF VASCULAK 

. 1% Supplement 2009 


mo. 

.HowarfEK4t«iian,Uiiw«BityofMunaHoqjit^ 

. jObJttttywi Jhc pnrpose of dtb^aWt is to f«ort early cdtamercUJ. 

iTlSS^S'*''?^ Wwedi>y FDAfbr "Mcew dttfiei^ 
^^2^««^^«P««l«ot or parity 

S.T'fSL^^"^ "''^ ePTFB upper «iigwfti|^ 

^MAeimttM^^^ drt, ha, been «pturcd^^O«dy 

«xc» Mid medical hirtory end dcvicc-iniplM^ 

M 0.l!?^-Ir^A^!!f captured oa dO padem, (rtean age 

Condnnom; Hiia dau deiwmstrata that acctA^hallengcd paxietits 
irfA chjUcMfaig ffltttomy ind central 

comwed to a tannried ifialyai wn4ii^ ^ 

t^JS^^?'''''iStJ^^ Pwtidparing In HeRO ttia&ntrd^l' 

rajp itjgdT cm* behalf of Hen»^^ 

■eattb gnat to complete caae report fotimaji^^ 


a«i^^ ^"»dBi»<ajttiuatooofAn«tty^^ 
J^eimKaiiltaflfaNovdi^pio^toSah^gcAntogeaowD 


KraWoo\PwriARj^ 
Q«« Hoiptel, U JoUa, CA; 

jn«i„^"*S2^ Over the to decade, K-DOQI suIdeUnes have taeceaa. 
i^j^OTptestettl the impamuice of autogenous ertedovenoiu flnulas 
!SjP A compfieatiQn of AVP la aneniyuud dilatatioa 

• sub« developing masaivc S&msc aaeuiyam. Tteatmeht dT timdyt 
awwywidAWgj^^ 

piwMc Inieipoeition. In Older to maimain an aU-auiDgen^ 
developed a pioceduze to treat maadve aneurysmal AVP in .which the 
hjmena^d*^ 

ftrnctsd AVF ii retunneled fi>r cxmtinued use. 

^ifehoda: Over a 4-year period, the reducdoo/fevisionprocedM^c vras 
pGifonned on 18 pauenu with ao AVP diameter of 4-7cm. Indlcadooi fiy 
operadon were throocnboss, ikin bieakdown, hifbctioii. Weeding, and/or 
poor flow. Reviaioa was pcifijriiicd by rceccting 
diameter, and then rccmmrucdn^ the flotuJa. 

Bcanhs: Boicnta ringed in agefiom 25 to 83 wteh'a mean of 48, Thm 
^^J^S^ * women. TTie mean and median foUow-np was 20 
fl^y™- The mean and niedian primaiy patency was 17 and 14 months, 
ccspectlvdy. The mean and median secondary patency was 19 and. 16.5 
months, respectivdy. Two patients died, one AVF thrombosed, and two 
were hgaoed aeeondaiy to infection. One fistula developed a stoioaas dnt was 
treated with angic^tlasty. There are no fecvurent aneuzyaois to '^■tr. 

OoodiMloQs: Surgical reaectum of excess length, ccduetion of fumenal 
diameter, and teeonttnictioD is a vlahle opdon for the mnjunt of compli- 
cated fflasaive diffindy sn c ui y amal AVF. This technique ofoi the ability to 
onlmaln.tfae bencfiti of an all autogenous dialysla acccas wfcOc conserving 
futue dialyds altea. 



;^^^^clora«K.Woo,NoneiPAC^ 


B^r ^of the PIzR Vaicalmr Satg^ in-TWnhig 

^ilS^^'^f^ ^^^y^ W Biesccr*, John J Rieod»» 
^^^i ^^P^S^?' Omgnatl, OHj ^American Boaid of Surgeiy, 
Philadelphia, PA; ■Washington Ho^ Center, Washington, DC 

cllnkS*^*^!!!/^ ^""^ ha, evohed fiom a single 

^^J^J^^^^^^l.^?^!^^^ to a multi year tia^ 

piogwn with mdoe^aient cotiScadoQ, the need for an in-tf^ing 
^ ^ P«n»«*Msa of die candldaie for the cadto^ 

ptoccsalMis hcoome appwent. Our objective la to analyze the psychometdc 
^tS?^ ^.7^ In-T^Sing &utib^ 

S?5^iJ5fi^i!!°^ ^^^S?^,*" fie Vsrre with peifernwicc on 
the C^lifyift^Biammatxon (03) in Vascular Su^cir 
^M^oia»|T[he Vaag ilarSurp ay Boaid (VSB) in coojuncdon widi d>e 
»od^ioo offtogta mDht cton m Vascular Suigeiy (ATOVS) appointed a 

fSJ^jJl^!™".??^ of Suige*y(VSB/ABS). TlUrty^nc APDVS 
ana 5V3 membeia con mbutcd quearioos in dinkal and basic sd^ 

«?fKy tfnning- AU quea^ 
JeVSB/ABSpifertoadmlnisimionofd^ 

^ c»«iiwti«» Mid ww^ ofperfbmumee on VSTTB 
and VQS were iindertaken by ABS ttaff. 

HeaidtK On Pcbniaiy 16, 2006, 240 examinees took the initial Vasctt- 
«^ Surgcjy In-THimna Examination online through a secure, ptoctofcd 
website. This total indaded 216 viaeular rcsidcnta fiom 91 of 95 (96%) 
trainmg promma. The psydiomett^ prapettici of die examination were 
S^^^.'S"."^ "^J^ comparable to odier ABS examinations. The 
average difficulty value for aU ttems was 76.61, the average discrimination 
vahie TO 0.20, die total test rtliahlUiy cocffidcm was 0.85 and the itandaid 
arorof measurement was 2.9% cotreet. Scozca ranged 6oro 5S% to 93% 
CMztctwth an amageof76.7%coDeGL Sboy-fbur camfidatea took both 
VSn7«addieV<^in2008.Ahtghcotv^of070w,s»^ 
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B3CPAMPBD POLYTETRAFLPOROETHYLEME fPTF g) 8UBCOTANEO08 
ARTERIOVENOUS CONmilT; AW IMPHOVED 
VABCPLAR ACCESS gdit • ;63ttgOWIC HEMODIALYSIS 

D. B^r, Jr., J. M- JohBson, and D. GoldCarb 

Hecent experieoce wltti expanded polytotraflnoroetfcylene (FTFE) has demoootrated that a apeelfio form of 
Cbts material fimothms extrouiely well as a amaU artexr prosthesis^. The basic uitrastmcture of expanded PTFE 
fa Ulufltratad In Flgaie 1, Sptndle-Bhaped PTFE nodes are oriented radially in the graft waU and theae nodee are 
mtercunnected by fine flbrtle. TUe node^Dbrll arrangement forma a type of latttce-work, and the dtatanee be- 
tween the nodes as wen as the node diameter can be varied In the &brlcatton process. The apecUlc form of this 
material which gave the most favorable remUte in regards to controlled tissue Ingrowth and long-term patency has 
the following characterlatloBs 1) an intemodal dlstaiwe of 20-10 30 #i. 2) a node diameter of less than 12 3) a 
wall thieteeas of between 0,3 and 0.5 mm, and 4} a (tensity of 0.3 Gm/ml. Hlstolbgical evaloatton of these grafts 
revealed a thin neointima with flattened mmleated eadotheUal cells facing tiio bloodstream, along wiA complete 
and uniform transmural flbzous tlssae Ingrowth and intramnml neocapQlarles. 

With ttie early clinical anoeess of expwided PTFE as a femoral-pqplltaal artery bypass graft-*, we tb^ 
coDstdeted the nse of this material as a sidNrntaneous A-V cimdnlt for chrtmie hemodialysis. 

Prior to any dinloal trial, however* several qoesttooa needed to be answered: 

1) Could the material wUhstand repeated percutaneous laxge bore pmiotures? 

2) Following withdrawal of dialysis catheter would tiwte be a reasonable and prompt cessatloo of 
bleeding? 

3) Would clot propogatlon at the puncture site lead to obstruction of the graft? 

4) Would infection of the prosthetlD material become a prohibitive probloni? 

MATERIALS AND METHODS 

ExoerlmentBl> Seven grafts of ei^ttoded PTFE* were then inserted into dogs as loop nstnlae between the 
conunonfemoral artery and common femoral vein. Over the following 8 wta. mock dlalyses were perfotmed 
weekly for 4 hra In each of these dogs with a #14 gangs Medlcut cathslar. These catheters were Uwerted percu- 
taneously Into the graft, and blood was retnxued to the animal through a vena punctmre In the oej^te v^n of the 
forel^. The animals were sacrificed after the 8 wk period and the grafts examiiied grossly and blatotoglcally. 

Clinical. From April of 1975 thTough February 1976. 72 patients at the Good Samaritan Hospital Ktdn^ 
center and Maricopa County General Itospltal Dialysis Unit, Phoenix. Artsona. have been dialyaed Mbig the 
e«a«ted PTFE subcutaneous A-V conduit (Table 1). Forty-three of these patients are male and 29 female. The 

ages of these paUents range from 19 to 73 yrs, with a )Dean age of 
46yr8. Our preferred method of placement has been what we terra 
tbB straight torearm graft. Which U an anastomosis of the graft to 
Uie distal radial artery and to the oejOiallc vela near the ontecidiltal 
foasa. If, however* the radial artery Is not satisfactory either due 
to insumclent flow or prior access nse. a loop fistula Is coastntcted 
In to forearm betmen the brachial artery and cephalic vein. IT 
access sites m not available In the qpper extzemlttes, tben we have 
implanted these grafts in the tbf^ either as a straight graft between 
the Bi^rfielal femoral artery and common femoral vein, or as a 
loop fistula betveen the common femoral artery and common fomoral 

vein. ,1. 

We have placed a total of 84 grafts In these 72 patients with 
48 in the straight forearm position. 16 as forearm loops. 8 as straight 
thigh grafts, 13 as thigh loops, and one as a stralgtit arm graft, from 
the brachial artery at the antecubttal fossa to the cep hallc yeln la the 
delto-pectoral groove. The majority of these grafts have been 8 mm 
In diameter, with 10 being 0 mm in diameter. Most of these grafts 
have been used within 3 d^ys of implantation and several have been 
employed wIUud 3 hrs. The period of obseivaUcn has ranged from 
4 to SO wks. 


TA8LE I 

EXFEftiEHCE WITH PTFE A-V FISTUt^ 


Ho. of Patients 
Male 
resale 

No* of Grafts 

Fereana, straight 
Fdrearm. Icx>p 
Thigh, straight 
Thigh, loop 
Arm, straight 


16 
6 

13 
1 


Age Diatrfbutlon 
10-19 
20-29 
30-39 
iiO-^9 
50-59 
60-69 
70-79 


(yrs) 


I 

II 
13 
13 
19 
II 
k 


From the Arizona State Unlversi ty-St. 
Prograoi. end Good Samaritan Hospital. 

SuMorted In part by The Robert and Irene Fllrm Foundation 
*lflira graft. International Hedical Prosthetic Research Associates, inc 
Phoenix, Arizona. 


Joseph's Hospital Biomedical Engineering Research and Education 
Phoenix, Arizona. 

■ Pminfia t \ on . 

4209 South 36th Place, 

NOTICE: ITijsMaienai 
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browse before 

2144.04 Legal Precedent as Source of 
Supporting Rationale [R-1] - 2100 
Patentability 

2144.04 Legal Precedent as Source of Supporting Rationale IR*-!] 

As discussed in MPEP § 2144 ^ if the &£ts in a prior legal decision are sufiQdently similar to 
those in an iq)plicatiQn under examination, the examine may use tiie rationale u^ hy Ibe 
court Exanq}les directed to various common practices which the court has held nonnally 
require only ordinary skill in the art and hence are considered routine e3q)edients are 
discussed below. If the a|>p]icant has demonstrated tiie criticality of a specific Umitalion, it 
would not be s^ropriate to rely solely on case law as the rationale to support an 
obviousness rejection. 

L AESTHETIC DESIGN CHANGES 

In re Seid, 161 229, 73 USPQ 431 (CCPA 1947) (Clahn was directed to an advertising 
display device comprising a bottle and a hollow member in the shi^ of a human figure 
fiom &e waist up which was adapted to fit over and cover ibc neck of Hie bottle, wherein 
the hollow member and the bottle tog^^ give the ]m{H:es5ion of a human body. Appellant 
argued diat certain limitatiom in the iqsper part o 

the arms, were not taught by the prior art. The court found that matters relating to 
ornamentation only which have m> mechanical function cannot be relied iqxm to patentably 
distinguish tiie claimed inveiition fiom tfie prior art). But see Jh re i36m 17SF.3d 
994, 50 USPQ2d 1614 (Fed. Cir. 1999) (The claims of a utility application, drawn to a 
generally round, orange plastic trash bag with a jack-o-lantm fiu:e, were rejected under 35 
U.S.C. LQ3.* However, the court reversed the rejection for lade of motivation to combine 
conventional trash bags with a reference showing a jack«o-lantem &ce on an orange paper 
bag stuffed with newspapers.); Ex parte Hilton, 148 USPQ 356 (Bd. App. 1965) (Claims 
were directed to fned potato chips with a specified mois^ 
prior art was directed to fiemdi fiies having a higher moisture contei^ 
that in some cases the palrticular shape of a product is of no patentable significance, the 
Board held in this case the shape (cMps) is important because it results in a product is 
distinct firom the reference product (fier^h files).). 

IL ELIMmATIONOFASTEPORANfilJBMENTANDmFIJNCnON 


A. Omission of an Element and Its Function Is Obvious If the Function of the 
Element Is Not l>esired 


Ex parte Wu, 1 0 USPQ 203 1 (Bd. Pat App. & Inter. 1989) (Claims at issue were directed to 
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establish pafimtability in a claim to an old process so scaled." 531 at 105?, 189 USPQ 
at 148.). 

In Gartbwr v. TEC Sysfems. Inc., 725 F.2d 1338, 220 USPQ 777 (Fed. Cir. 1984), cert, 
denied, 469 U.S. 830, 225 USPQ 232 (1984), the Federal Circuit held that, where the only 
di£^ence between the prior art and ^ claims was a recitation of relative dimeaosions of tiie 
claimed device and a device having the claimed relative dimensions would not perform 

differently than the prior art device, the daimed device was not patenlabfy distinct fi^ 
priw art device. 

R ChangM in Shape 

In re DaU^, 357 FJ2d 669, 149 USPQ 47 (CCPA 1966) (The court held that the 
OMifiguratian of the danned disposable plastic nursmg contain^- was a matter of choice 
v^ch a person of ordmaiy skill in tiie art would have found obvious absent persuasive 
evidence Xbst tbe particuiar cooifiguration of the claimed containra- was significant). 

C. Oiaii^ Id Seqnenee of Adding iBgredicots 

Ex parte Rvbin, 128 USPQ 440 (Bd. App. 1959) (Prior art reference disclosing a process of 
niaking a laminated sheet wfamin a base ^leet is first coated wtfli a metallic fite 
tfaoeaftor inq»r^iated with a thermosetting material was held to render /Wma facie obvious 
claims directed to a process of making a laminated sheet by revaraang tbe order of the prior 
art process stqjs.). See also Jh re Burhans, 1 54 F.2d 690, 69 USPQ 330 (CCPA 1946) 
(selection of any order of jxifbrming process steps is prima facie obvious m the absence of 
new or unexpected results); In re Gibson, 39 F.2d 975, 5 USPQ 230 (CCPA 1930) 
(Selection of any order of mixing ingredients is prima ftxie obvious.). 

V. MAKmC PORTABLE, INTEGRAL, SEPARABLE, ADJUSTABLE, OR 
CONTINUOUS 

A. Bflaking Portable 

In re Undberg, 194 F.2d 732, 93 USPQ 23 (CCPA 1952) (Fact that a claimed device is 
p(»table or movable is not sufBcient 1^ itself to patentably di^ingui^ over an odierwise 
old device unless diere are new «- une3q)eciBd results.). 

B. Making Integral 

In re Larson, 340 F.2d 965,^, 144 USPQ 347, 349 (CCPA 1965) (A claim to a fhnd 
transporting vehicle was rejected as obvious over a prior art reference which difEemi from 
the pdor art in daiming a br^ drimi integral vvith a clamping means, v^ieieas the biate 
disc and dazhp of the prior art comprise several parts rigidly secured tt^edier as a sm^ 
unit The court afSniied tibe flection holdmg, among other reas(»is, "that the use of a 
piece construction instead of the structure disclosed in [the prior art] would be merely a 
matter of obvious engmeering choice."); but see Schenck v. Nortron Corp., 713 F.2d 782, 
218 USPQ 698 (Fed. Cir. 1983) (Claims were directed to a vibrat(»y testing machine (a 
bard-b«iring wheel balancer) comprising a holding structure, a base structure, and a 
siqipordng means which fonn "a single integral and gaplessly contiinious piece." Ndrtron 
argued Oat tSie uwention is just making integral what had been inade in foiv bolted pieces. 
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v^fy fnh??*^ case on Westla^y 

Cases citing tibis case: Si^Hxane Court 
CVfffl ">TPff ^" case: Ciro^t Cptgts 

U.S. Supreme Coort 

GRAHAM V. JOHN DEERE CO., 383 1 (196d) 

CaRAHAM ETAI^ v, JOHN DEKBECXI, OF KAgffiAS CITY ET 
CERnORASI TO THE UNITED STATES COURT OF AFPBALS FOR THE EIGHTH CmCUTT. 

Na.ll. 
Argued Oetobcr 14, 196S. 
Decided FAnuuy 21« IML ^ 

[ FootoitB*] Togctfier with Na 37, Galmar, Inc. v. Oock Chonical Cou, and No. 43. Colgflle-Palindive Go. v. Cook 
Chemcd Co^ also 091 oeftksari to die 

la No. 1 1 p taiikme t a fined fiar infirineemgtit of a patent, mnmBritig nf a flftmhrnarinn ftf nM mwihaniftftl flUwwmto^ fi^r a <Wl^ 

designed Id aiMcri> fldiodc fixmi ploi¥ sfaan^ 

pateit valid, ruling fliat a conAniiife 

advantageons way * Beie die Big^ Giciiit hekl ttiat 

inmUd. Petitboeni in Nds. 37 and 43 fi^ 

a plastic finger spsaycr widi a *1iidd4ov^^ 

insecticides. By cn»-wtionie8pond«itdaiinedinflring 

potent Held: Tbepatenls do not nieel die test of d» 

pexsoQ loving (Xi^BaiyddU in die pertiiKmai^a^ ofdnFttteotActof 1952yaDdaxedienAKliiva]id.It^^ 

(a) In Guying out the coQStiKiilional coinniand of Aft 

Arts»"CongrosscslaMishedflietwo8latitt^ Pp. 3,^ 

12. 

(b) This Comt in Hotdikissv. Greenwood, 1 1 How, 248 (1851), additicaally croditianed die issuance of a patent 
iqxm die evidence ofnK» ingenuity and sidUdian that possess^ 

.P,1L 


(c) In 103 of die 1952 Patent Act Congress added die statutoiy noiK>^^ 

cayouodcd inHotchlriss, wtnchnicrcly codified judicial pircffdrarts Togniringa oonqwriaonof tte solyject matter 
aoc^ to be patQited ami die priftt ait, tying patent 
en^hasis upnii inquiziea into obviousness 

sustain patoitBthiUty reoauns tmchanged under die 1952 Act 14*17. 

(d) This section pennifs a niocepanactical test of patentab^ The determination of "nonobviousness" is made after 
establishing ibe scope and coitent of prior art, die diflbmces betwm 

tevdofordOnaiy skin in the pertinent ait P. 17. 

(e) Witli respect to eadi patent involved ba» die difibrences between the cl^^ 
wouU have beett cAiviooa to apersmi reaaonabfy ddll^ 

333 F.2d 529, affirmed 336 F Jd 110, reversed and remanded. 


ht4>://casel8wJp.fiiidlaw.0(^scnpta^ 4/23/2009 
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E3CPAWPgD POLYTETRAFLUOROETHYI^ENE fPTPK) SUBCUTANEOUS 
ARTERIOVENOUa CONDUTTs AN IMPROVED 
VASCUUVR ACCESS P6al:' ClBtONIC HEMODIALYSIS 

D. Bakor, Jr. , J. M. Jofaasont and D. Go1d£ftib 

Receiit experience with expanded polytetranu^ 
Cble material fotHStkms extremely wefl as a emaU artery proathealBl. The basie "^^^^"^^^P^^ 
is llluatrated In Figure 1. Splndle-ehaped PTPB nodes are oriented radlaMy In the ^^'''^ 
mtarcunnected by fine fibrils. This node-ffbrU arrangemeat forme a type of ^*"^-*<»*V ™^ ^S^^^^a 
tween the nodes as well as the node diameter cam be varied la the fabrication proces a . The ^^P^J^'^^^^. 
material wtUoh ga^ the moat farorable resulte In regards te controlled dssne inertiw^ and Icng^rm pateq^y has 
the foUowlng diacteriattoss 1) an tntexnodal distance of 2^ to SO a) a node diameter of \«'»^^J^• 3) a 
2SiSS2b of between O.S and 0.5 mm. and 4) a deaally of O.Z Gm/ml. HteWo^ evalnation J 
revealed a thin neotntima with flattened nnrieated endotbaUal oella £ictng bloodstream , along with complete 

andtmlformtrananawdftbitmsttesuelngTO^ ^ k«« . .,«rf»2 ^-.thrf» 

WlUi the early cl Inteal sneeess of BMftmOed PTFB as a Itemoral-poptttoal artery bypass gmffc* , we thtf n 

coasldeced the ttse of thW material as n sidbontaBeonB A-V coodidt for chronic hemoiHalyste, 
Prior to any clinical trial, however, several qneetlODS seeded to be answered: 

1) Conld the material wtthetBod repeated pereutuieons large bors punctntes? 

2) PolloirtBgwIthdfwal of ttefialysis catheter wcnldth^ 

bleeding? , r»« 

3) Woold clot propogatloo at the pnnctare site lead to obstmctlon of the gratty 

4) Would InjEection of the prosthetic material become a prohibitive pw^m? 

MATERIALS AMD METHODS 

Expcrlmentel. seven grafts of esi»aded FTPE* were than inserted^^ 
commo;! I^ral arteiy and common femawl vein. Over the following 8 ^«'^»^«^ 
wcX^r 4 hrs in eJh of these dogs with a # 14 gangs Med tent catheter, '^'^^^T^J^^ 
taneoasly Into the graft, and blood was rtrtnmed te the animal th«^ a venapwjctow In the "^^JJ^^^ 
f^leg/rhe aatmals were sacrUteed after the 8 wk period and the grafts 

Clinical. From April of 1975 through February 1076, 72 patlente at the Good SaniaHtan ^^J^^ 
Center S51S;icopa County General HospHal DUIy«i» 0nlt. Phoenix, Arisona, have been dialj^^ ™ 
eluded FTFB s^utene^ A-V condnll (T^e 1), Forty-three of these patlente ai« male and ^^'^J 

ages of these patlente range from le to 73 yrs, with a mean age of 
46yr»- Our preferred uMthod of placemeot has been what we term 
T^^^ ' the straight forearm graft, which Is an aaasfomosls of the graft to 

rnnrDirMTF ui™ PTFE A-V FISTULAS ^ ^tetal radial artery and to the cephalic vein near the a^^"al 

EXPERIEHCE WITH FTFE A V FISTULAS ff, faowever. the radial artery te not satisfactory cither due 

No of Pat rents 72 to Insufnclent flow or prior access use, a loop fistula te constructed 

iaie f3 In u» forearm between the brachtel artery and ceiAfllic vela. U 

Female 29 access sites are not avallsMe in the upper extremlttea, then we have 

implanted Aese grafts in the thigh, either as a straight graft between 

No. of Crafts |* the Buperficlal femoral artexy and common femoral vein, or as a 

Forearai, straight loop ftotula between the common femoral artery and common femotal 

Forearm, loop 

I!;|2h' 13 ' We have placed a total of 84 grafte te these 72 paUente with 

Ars straight I ^ 48 In the etral^t forearm position. 16 as forearm loops, 6 as strain 

thigh grafte. 13 as thigh lof^, and one as a straight arm graft, from 

Age Distribution (yrs) * - the brachial artery at the anteetdtltal fossa to the cephalic veto lo the 

10-19 I delto-pectoral groove. The majority of these grafte have been 8 mm 

20-29 I i In diameter, with 10 beii« S mm in diameter- Moat of these grafts 

3<>"39 J I Ijgg^ within 3 days of Implantation and several have bean 

^IjI 13 emtfoyed within 3 hrs. The period of ohssrvaUon has ranged from 

60*69 4to$0wks. 
70-79 * 

Fro« the Artatona State Universl tySt. Joseph's Hospital Biomedical Engineering Research and Education 

Program, and Good Samaritan Hospital, Phoenix, Arizona. 

^C;1iS;?«Je^!;a;ron.r«;i.^1 ;-^l;c"a:r.:r^soc.«es. .c. ..^ so... P,a«. 

Phoenix. Arizon.. NOTICE: llils Maignai 
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